TCT-498: The Subclavian Access For Tavi With The Corevalve Bioprosthesis: Safety And Efficacy In 88 Consecutive Patients  by unknown
3
2
6
7
(
5
:('1(6'$<6(37(0%(530±30
% -$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV3267(59DOYXODU+HDUW'LVHDVH$RUWLF
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
DVVHVVWKHSUHIHUUHGURXWHIRUYDVFXODUDFFHVV
5HVXOWV7$9,ZDVSHUIRUPHGXVLQJWKHOHIWVXEFODYLDQDUWHU\LQSDWLHQWV7ZRSDWLHQWVKDG
DSDWHQW/,0$E\SDVVJUDIWRQHKDGDOHIWVLGHGSDFHPDNHU7KHSURFHGXUDOVXFFHVVUDWHZDV
ZLWKDPHGLDQSURFHGXUHWLPHRIPLQXWHV7ZRSDWLHQWVKDGDORFDOGLVVHFWLRQRI
WKHOHIWVXEFODYLDQDUWHU\ZKLFKZDVVXFFHVVIXOO\VWHQWHG2QHSDWLHQWUHTXLUHGVXUJHU\IRUFDUGLDF
WDPSRQDGH7KLUW\GD\UDWHVRIGHDWKP\RFDUGLDO LQIDUFWLRQDQGVWURNHZHUH
DQGUHVSHFWLYHO\&RQFOXVLRQV7$9,XVLQJWKHOHIWVXEFODYLDQURXWHLVIHDVLEOHHYHQLQSDWLHQWV
ZLWKOHIWVLGHG,0$JUDIWVRUSDFHPDNHUV7KHSURFHGXUDOVXFFHVVUDWHZDVKLJKZKLOHSURFHGXUDO
WLPHVFRPSDUHIDYRXUDEO\ZLWKWKRVHUHSRUWHGIRUWKHIHPRUDOURXWHLQODUJHVHULHV7KHULVNRIGHDWK
DQG7$9,UHODWHGFRPSOLFDWLRQVZDVORZ7KHUHIRUH7$9,XVLQJWKHOHIWVXEFODYLDQURXWHPD\EHDQ
DWWUDFWLYHDOWHUQDWLYHIRUWKHVWDQGDUGIHPRUDODSSURDFKHVSHFLDOO\LQSDWLHQWVZLWKVHYHUHDRUWLFRU
SHULSKHUDOYDVFXODUGLVHDVH
7&7
3UHGLFWLYH9DOXH2I(XURVFRUH,Q7KH,QGLFDWLRQ2I6XUJHU\7R3DWLHQWV:LWK6\PSWRPDWLF
$RUWLF6WHQRVLV
&DUOD5$JDWLHOOR*XLOOHUPR7ROHGR5LFDUGR0DUHQFKLQR-RVH*DED\&DUORV5RMDV0DWDV
$UWXUR&DJLGH/LOLDQD*ULQIHOG'DQLHO%HUURFDO
+RVSLWDO,WDOLDQRGH%XHQRV$LUHV%XHQRV$LUHV$UJHQWLQD
2EMHFWLYHV7RDVVHVVWKHYDOXHRI(XURVFRUHDVSUHGLFWRUIDFWRULQWKHGHFLVLRQPDNLQJSURFHVVRI
LQGLFDWLQJVXUJHU\WRSDWLHQWVZLWK6HYHUH$RUWLF6WHQRVLV6$6
0DWHULDODQG0HWKRGV5HWURVSHFWLYHDQDO\VLVRIWKHHOHFWURQLFFOLQLFDOUHFRUGVGDWDEDVHDW+RVSLWDO
,WDOLDQRGH%XHQRV$LUHVFRUUHVSRQGLQJWR-DQXDU\VWWKURXJK'HFHPEHUVW)URP
SDWLHQWVZLWK6$6WKRVHSDWLHQWVROGHUWKDQ\HDUVDQGDKLVWRU\RIVHYHUH$6DVRQO\YDOYH
GLVHDVH V\PSWRPDWLF IRU DQJRU G\VSQHD V\QFRSH RU KHDUW IDLOXUHZLWKRXW FRQFRPLWDQW FRURQDU\
GLVHDVHZHUHLGHQWL¿HG9DULDEOHVLQFOXGHGLQWKH(XURVFRUHZHUHHYDOXDWHGIRUWKHDVVHVVPHQWDQG
WKHFKDUDFWHULVWLFRIWKRVHSDWLHQWVWKDWXQGHUZHQWVXUJHU\YHUVXVQRQRSHUDWHGZHUHFRPSDUHGXVLQJ
WKH:LOFR[RQ0DQQ:KLWQH\WHVWIRUQXPHULFDQGRUGLQDOYDULDEOHVDQGWKH&KLVTXDUHRU)LVKHUWHVW
IRUGLFKRWRP\YDULDEOHV
5HVXOWV7KUHHKXQGUHGDQGWZHOYHSDWLHQWVZHUHDQDO\]HG1LQHW\WKUHHSDWLHQWVXQGHUZHQW
DRUWLFYDOYHUHSODFHPHQW1RVLJQL¿FDQWGLIIHUHQFHVZHUHIRXQGEHWZHHQRSHUDWHGDQGQRQRSHUDWHG
LQUHJDUGVWRJHQGHUPDOHYVS RUSUHYDOHQFHRIYDVFXODUGLVHDVHYV
S DFWLYHHQGRFDUGLWLVYVS XQVWDEOHDQJLQDYVS UHFHQW$0,
YVS RUHPHUJHQF\VXUJHU\YVS *URXSVYDULHGEHWZHHQRSHUDWHGDQG
QRQRSHUDWHGLQWHUPVRIDJHPHGLDQYVSSUHYDOHQFHRI32'YVS 
QHXURORJLFDO G\VIXQFWLRQ  YV  S   SUHYLRXV VXUJHU\  YV  S   UHQDO
IDLOXUH  YV S  FULWLFDO SUHRSHUDWLYH FRQGLWLRQ  YV  S  SXOPRQDU\
K\SHUWHQVLRQ ZLWK 363!PP+J   YV  S  DQG (XURVFRUH PHGLDQ  YV 
S:KHQ(XURVFRUHZDVLQFOXGHGDVDSUHGLFWLYHYDULDEOHLWZDVREVHUYHGWKDWDJHDVZHOODV
SUHYLRXVKHDUWVXUJHU\ZHUHLQGHSHQGHQWSUHGLFWRUVLQUHJDUGVWRWKHGHFLVLRQRILQGLFDWLQJVXUJHU\
WRHDFKLQFUHDVHGSRLQWLQ(XURVFRUHORJLVWLFWUDQVIRUPDWLRQWKH25IRUVXUJHU\ZDV&,
SWKH25IRUDJHSHUHDFK\HDUZDV&,SDQGWKH25IRUWKH
SUHVHQFHRISUHYLRXVKHDUWVXUJHU\ZDV&,S 
&RQFOXVLRQ/HVVWKDQRIRXUSRSXODWLRQZLWKV\PSWRPDWLF$6XQGHUZHQWVXUJHU\:HREVHUYHG
WKDWWKHGHFLVLRQWRRSHUDWHGHSHQGHGRQWKH(XURVFRUHDQGWKHSDWLHQW¶VDJHDVZHOODVWKHSUHVHQFHRI
SUHYLRXVKHDUWVXUJHU\
7&7
%DOORRQ([SDQGDEOH7UDQVIHPRUDO3HUFXWDQHRXV7UDQVFDWKHWHU$RUWLF9DOYH,PSODQWDWLRQ
)RU(OGHUO\$VLDQV+RZ0DQ\:LOO%H(OLJLEOH%DVHG2Q8OWUDVRQRJUDSKLF$VVHVVPHQW2I
,OLRIHPRUDO'LPHQVLRQV"
3DXO7/&KLDP$QJHOD6.RK-LQQLH3KDQJ9LFWRU&KDR
1DWLRQDO+HDUW&HQWUH6LQJDSRUH6LQJDSRUH
2EMHFWLYH7KHWUDQVIHPRUDO7)DSSURDFKIRUWUDQVFDWKHWHUDRUWLFYDOYHLPSODQWDWLRQ7$9,KDV
HPHUJHG DV DQ DOWHUQDWLYH RSWLRQ LQ VHOHFWHG SDWLHQWV 7KH VPDOOHU$VLDQ SK\VLTXHPD\ OLPLW WKLV
WHFKQLTXHDVDGHTXDWHLOLRIHPRUDOVL]HLVUHTXLUHGWRDYRLGYDVFXODUFRPSOLFDWLRQV'DWDRQLOLRIHPRUDO
GLPHQVLRQVDPRQJ$VLDQVDUHODFNLQJ:HDLPWRHYDOXDWHWKHSURSRUWLRQ$VLDQSDWLHQWVZKRPD\EH
HOLJLEOHIRU7)7$9,EDVHGRQXOWUDVRQRJUDSKLFDVVHVVPHQWRILOLRIHPRUDOGLPHQVLRQV
0HWKRGV %DVHOLQH FKDUDFWHULVWLFV DQG YHVVHO GLPHQVLRQV RI FRQVHFXWLYH SDWLHQWV XQGHUJRLQJ
XOWUDVRQRJUDSK\RIWKHLOLRIHPRUDOYDVFXODWXUHEHWZHHQ2FWREHUWR0D\ZHUHUHYLHZHG
0RVW SDWLHQWV ZHUH XQGHUJRLQJ FDUGLDF VXUJHU\7KH PLQLPDO OXPLQDO GLDPHWHU 0/' DORQJ
WKH LOLRIHPRUDOYDVFXODWXUHRIHDFKVLGHZDV LGHQWL¿HGDQGWKHODUJHURI WKH WZRVLGHVZDVXVHGWR
GHWHUPLQHVXLWDELOLW\IRUFXUUHQW)PPRUWKHQHZ)PPGHYLFH
5HVXOWV7KHUHZHUHSDWLHQWVPHDQDJH\HDUVPDOHV0RVWSDWLHQWVKDG
FDUGLRYDVFXODUULVNIDFWRUKDGDQGUHVSHFWLYHO\7KHSURSRUWLRQRISDWLHQWVZKR
KDGYDVFXODWXUHPPRUPPLVVKRZQ7DEOH)HPDOHV\HDUVZHUHPRUHOLNHO\WRKDYH0/'
PPYV25&,S DQGPPYV25&,
S WKDQWKRVH\HDUV1RWDEO\DJHZDVQRWSUHGLFWLYHRIVPDOOHUYHVVHOVLQPDOHV
0RGHUDWHWRVHYHUHLOLDFWRUWXRVLW\ZDVPRUHOLNHO\LQSDWLHQWV\HDUVFRPSDUHGWR\HDUV
YV25&,S DWUHQGZDVIRXQGIRUSDWLHQWV\HDUVFRPSDUHGWR
\HDUVS 
$JHUDQJH\HDUV Q 

Q 

Q 

Q 
PP    
PP    
&RQFOXVLRQV&XUUHQWGHYLFHVDUHQRWDSSURSULDWHIRUDWOHDVWWRRIHOGHUO\$VLDQSDWLHQWV
7KH VPDOOHU ) GHYLFH ZLOO LQFUHDVH WKH SURSRUWLRQ VXLWDEOH IRU 7) 7$9, )XUWKHU GHYLFH
LPSURYHPHQWVDUHUHTXLUHGWRH[WHQGWKLVWKHUDS\WRPRUH$VLDQSDWLHQWV
7&7
7KH6XEFODYLDQ$FFHVV)RU7DYL:LWK7KH&RUHYDOYH%LRSURVWKHVLV6DIHW\$QG(I¿FDF\,Q
&RQVHFXWLYH3DWLHQWV
0DUFR'H&DUOR&ULVWLQD*LDQQLQL)%HGRJQL$0DU]RFFKL6.OXJPDQQ00DLVDQR$
5DPRQGR*38VVLD)(WWRUL$63HWURQLR
8QLYHUVLW\RI3LVD3LVD,WDO\3LVD,WDO\,VWLWXWR&OLQLFR6DQW¶$PEURJLR0LODQR,WDO\
0LODQR,WDO\&DUGLRORJ\,QVWLWXWH8QLYHUVLW\RI%RORJQD%RORJQD,WDO\%RORJQD
,WDO\2VSHGDOH1LJXDUGD&j*UDQGD0LODQR,WDO\0LODQR,WDO\6DQ5DIIDHOH0LODQR
,WDO\0LODQR,WDO\'HSDUWPHQWRI&DUGLDF7KRUDFLF6FLHQFHV3DGRYD,WDO\3DGRYD
,WDO\)HUUDURWWR+RVSLWDO8QLYHUVLW\RI&DWDQLD,WDO\&DWDQLD,WDO\6SHGDOL&LYLOL%UHVFLD
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7$9,ZLWKWKH&RUH9DOYHZDVSHUIRUPHGLQ
FRQVHFXWLYHSDWLHQWVDW,WDOLDQKRVSLWDOV$OOSDWLHQWVZHUHHQUROOHGLQDSURVSHFWLYHUHJLVWU\
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YVVXEFODYLDQYVIHPRUDO3 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